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3 March 2003

Mr Daniel P. Keravich

Regpulatory Projects Manager

Division of Over-the-Counter Drug Products
Document. Control Room HFD-560

FOOD AND DRUG ADMINISTRATION
5600 Fishers Lane

ROCKVILLE, MARYT.AND 20857

L

Fax: 0015-1-301-827-6870

Dear Mr Keravich,

Re.:  Time and Extent Application for 'Tea Tree Oil as an Antiseptic Active Ingre
for OTC Unrestricted Distribution
OTC filex Truck ID # 3308
(Refer Docket Nambers: 78N-183H, 7SN-183F, 96N-0277)

I am referring to your correspondence dated February 6, 2003 to our Chairman, Nir
Christopher Dean.

As there were several citizen petitions submiited to the FDA over a number ol years
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concerning Austrialian tea (ree oil, we require clarification from you as to the .\‘pcd‘,iﬁc citizen

petition and Docket N imber referred to by your review division for which the adlitional
inlormation listed in yaur correspondence is requested. Yon have indicated that certain u
for tea tree oil might he under consideration ns part of ongoing relemakings and that, for
example. tea tree oil i currently being review as an active ingredient for the ﬁrstlnid

antiseptic drug monograph (final monagraph). 1t ix for these reasons and to climifate any

gjes

further confusion that we would appreciate it if you would provide us with the title of the |CP

referred to in your correspondence by your review division with repard to additional TEA

information, the CP's vriginal submission dat¢ and Docket Number.

Our {ax number is +61-2-6686-748S. | can also be contacted at my e-mail addrosk
rricdleMthursdayplantetivn.com

Thanking you in anticipation of your help in this matter.

Y ours sincerely

Rabert Riedl
Technical Manager
Repulatory Affairs

ce, Christopher Dean, Chairman

QuLN- 02 LET |4

'
et Highwa iy Balling NSW 2478 Austealia

Telephone. (02) EAAG 7278 Facsumle, (02) BARA 7105 Inlernational Fax. +6) 2 66AAR 748
www.tiursdayplantationeom  email Watteo@ihursdayplontation com

[}

A |

Clusuty
Enclorsed
Company
LR LIDNNTRES )

AI.JYN‘"I
Dk uier




